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DETAILED ACTION 

Specification 

Claim 1 objected to because of the following informalities: the recitation in lines 
14 and 19 "wherein a first unattached margin whereby..." is unclear. Appropriate 
correction is required. 

Claim Rejections - 35 USC § 112 

Claim 7 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 7 recites for instance: "said first attached area extends peripherally all 
around said first attached area." It is unclear as to what limitation this statement is 
referring. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kuwahara et al. (US 63461 1 9). 

Regarding Claim 1, Kuwahara teaches a stent-graft assembly, comprising: a 
stent structure (14) comprising a luminal surface and an abluminal surface and having 
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at least a first radial opening and a second radial opening (see fig. 2 below), said first 
and second radial openings extending through said stent structure between said luminal 
surface and said abluminal surface, wherein said first and second radial openings are 
spaced apart along a first direction; a first graft layer (13) disposed along at least a 
portion of said luminal surface of said stent structure thereby fully covering luminal sides 
of said first and second radial openings; a second graft layer (12) disposed along at 
least a portion of said abluminal surface of said stent structure thereby fully covering 
abluminal sides of said first and second radial openings (fig. 2); a first attached area 
(13) securing said first graft layer and said second graft layer together through a portion 
of said first radial opening, wherein a first unattached margin (see figure 2 below) 
whereby said first and second graft layers are not secured to each other being disposed 
between said first attached area and an edge of said first radial opening; a second 
attached area securing said first graft layer and said second graft layer together through 
a portion of said second radial opening, wherein a second unattached margin whereby 
said first and second graft layers are not secured to each other being disposed between 
said second attached area and an edge of said second radial opening; and wherein said 
first and second unattached margins are oriented along said first direction (Column 2, 
proximate lines 19-23), thereby allowing said first and second graft layers to move along 
said first direction relative to said stent (it is inherent that since the two grafts are only 
attached at discrete points, the stent is allowed to move relative to the grafts). 
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Regarding Claim 2, Kuwahara teaches the stent-graft assembly according to 
claim 1, wherein a size of said first attached area (15) is less than a size of said first 
unattached margin and a size of said second attached area (15) is less than a size of 
said second unattached margin (see fig. 2 above). 

Regarding Claim 3, Kuwahara teaches the stent-graft assembly according to 
claim 1, wherein said first direction is axial (see fig. 2 above). 

Claims 1-11, 13, 14 and 16-19 rejected under 35 U.S.C. 102(b) as being 
anticipated by Lentz et al. (US 58431 66). 

Regarding Claim 1, Lentz teaches a stent-graft assembly, comprising: a stent 
structure (28) comprising a luminal surface and an abluminal surface and having at 
least a first radial opening and a second radial opening (between stent portions 28'), 
said first and second radial openings extending through said stent structure between 
said luminal surface and said abluminal surface, wherein said first and second radial 
openings are spaced apart along a first direction; a first graft layer (22') disposed along 
at least a portion of said luminal surface of said stent structure thereby fully covering 
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luminal sides of said first and second radial openings; a second graft layer (12') 
disposed along at least a portion of said abluminal surface of said stent structure 
thereby fully covering abluminal sides of said first and second radial openings (fig. 3); a 
first attached area securing said first graft layer and said second graft layer together 
through a portion of said first radial opening (fig. 3), wherein a first unattached margin 
(30a') whereby said first and second graft layers are not secured to each other being 
disposed between said first attached area and an edge of said first radial opening; a 
second attached area securing said first graft layer and said second graft layer together 
through a portion of said second radial opening (30b'), wherein a second unattached 
margin whereby said first and second graft layers are not secured to each other being 
disposed between said second attached area and an edge of said second radial 
opening; and wherein said first and second unattached margins are oriented along said 
first direction thereby allowing said first and second graft layers to move along said first 
direction relative to said stent (Column 3, proximate lines 42-45) 

Regarding Claim 2, Lentz teaches the stent-graft assembly according to claim 1 , 
wherein a size of said first attached area is less than a size of said first unattached 
margin (30a') and a size of said second attached area is less than a size of said second 
unattached margin (30b'), see fig. 3. 

Regarding Claim 3, Lentz teaches the stent-graft assembly according to claim 1, 
wherein said first direction is axial (see fig. 3). 

Regarding Claim 4, Lentz teaches the stent-graft assembly according to claim 1 , 
wherein said first direction is circumferential (fig. 3). 
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Regarding Claim 5, Lentz teaches the stent-graft assembly according to claim 1, 
wherein said first attached area is positioned adjacent another edge of said first radial 
opening and said second attached area is positioned adjacent another edge of said 
second radial opening (fig. 3), said first and second attached areas being disposed on 
opposite sides of said first and second radial openings, whereby said first and second 
graft layers are restricted from moving along a second direction relative to said stent. 

Regarding Claim 6, Lentz teaches the stent-graft assembly according to claim 5, 
wherein said first direction is axial and said second direction is circumferential (fig. 3) 

Regarding Claim 7, Lentz teaches the stent-graft assembly according to claim 1, 
wherein said first attached area extends peripherally all around said first attached area 
and said second attached area extends peripherally all around said second attached 
area (fig. 3). 

Regarding Claim 8, Lentz teaches the stent-graft assembly according to claim 7, 
wherein a size of said first attached area is less than a size of said first unattached 
margin (30a') and a size of said second attached area is less than a size of said second 
unattached margin (30b'), see fig. 3. 

Regarding Claim 9, Lentz teaches the stent-graft assembly according to claim 1, 
wherein: a third unattached margin (30c') whereby said first and second graft layers are 
not secured to each other is disposed between said first attached area and an edge of 
said first radial opening; a fourth unattached margin whereby said first and second graft 
layers are not secured to each other is disposed between said second attached area 
and an edge of said second radial opening; and said third and fourth unattached 
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margins are oriented along a second direction, thereby allowing said first and second 
graft layers to move along said second direction relative to said stent, said second 
direction being different than said first direction (fig. 3), it is noted that there is sufficient 
space in the unattached margins for the stent structure to move both longitudinally and 
circumferentially, see fig. 3. 

Regarding Claim 10, Lentz teaches the stent-graft assembly according to claim 
9, wherein a size of said first attached area (24') is less than a size of said third 
unattached margin and a size of said second attached area is less than a size of said 
fourth unattached margin (see fig. 3). 

Regarding Claim 1 1 , Lentz teaches the stent-graft assembly according to claim 
1 , wherein said first graft layer (22') covers substantially all of said luminal surface of 
said stent structure and said second graft layer (12') covers substantially all of said 
abluminal surface of said stent structure. 

Regarding Claim 13, Lentz teaches the stent-graft assembly according to claim 
1 , wherein said first and second attached areas are attached by thermal bonding 
(Column 5, proximate lines 40-45). 

. Regarding Claim 14, Lentz teaches the stent-graft assembly according to claim 
1 , wherein said first and second graft layers comprise a synthetic polymer (Column 3, 
proximate lines 64-67). 

Regarding Claim 16, Lentz teaches the stent-graft assembly according to claim 
1, wherein said first and second attached areas are attached by thermal bonding 
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(Column 5, proximate lines 40-45); and said first and second graft layers comprise a 
synthetic polymer (Column 3, proximate lines 64-67). 

Regarding Claim 17, Lentz teaches the stent-graft assembly according to claim 

16, wherein: a third unattached margin whereby said first and second graft layers are 
not secured to each other is disposed between said first attached area and an edge of 
said first radial opening (30c'); a fourth unattached margin whereby said first and 
second graft layers are not secured to each other is disposed between said second 
attached area and an edge of said second radial opening; and said third and fourth 
unattached margins are oriented along a second direction, thereby allowing said first 
and second graft layers to move along said second direction relative to said stent, said 
second direction being different than said first direction (fig. 3), it is noted that there is 
sufficient space in the unattached margins for the stent structure to move both 
longitudinally and circumferentially, see fig. 3. 

Regarding Claim 18, Lentz teaches the stent-graft assembly according to claim 

17, wherein a size of said first attached area is less than a size of said first unattached 
margin and a size of said third unattached margin and a size of said second attached 
area is less than a size of said second unattached margin and a size of said fourth 
unattached margin (fig. 3). 

Regarding Claim 19, Lentz teaches the stent-graft assembly according to claim 

18, wherein said first graft layer (22') covers substantially all of said luminal surface of 
said stent structure and said second graft layer (12')covers substantially all of said 
abluminal surface of said stent structure. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 15 and 24-34 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Lentz in view of Buirge et al. (US 2001/0034550). 

Lentz teaches all limitations of preceding dependent claim 1 and claims 24-34, as 
previously described, but fails to teach wherein the graft layers comprise small intestine 
submucosa attached by thermal bonding. Buirge teaches a stent covered by two grafts, 
wherein the grafts are formed of submucosa attached by thermal bonding (paragraphs 
53-60) in order to provide a graft material that can hold and release therapeutic 
material. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device of Lentz as taught by Buirge in order to 
provide a graft material that can hold and release therapeutic material. 
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Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lentz in 
view of Lombardi et al. (US6579314). 

Lentz teaches all limitations of preceding dependent claim 1, but fails to teach 
wherein the first and second attached areas are attached using sutures. Lombardi 
teaches a covered stent having a luminal and abluminal covering sutured together 
(Column 5, proximate lines 27-30). It would have been an obvious matter of design 
choice to attach the graft members of Lentz with sutures as taught by Lombardi since 
applicant has not disclosed that suturing as opposed to welding serves any particular 
purpose or provides any advantage. 

Claims 20-23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lentz in view of Buirge, and further in view of Lombardi. Lentz teaches all limitations of 
preceding dependent claims 1 , 16 and 17, and further all limitations of claims 21-23 as 
described previously, but fails to teach wherein the graft layers comprise small intestine 
mucosa and are attached using sutures. 

Regarding the limitation wherein the graft layers comprise small intestine 
mucosa, Buirge teaches a stent covered by two grafts, wherein the grafts are formed of 
submucosa attached by thermal bonding (paragraphs 53-60) in order to provide a graft 
material that can hold and release therapeutic material. It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify the device of 
Lentz as taught by Buirge in order to provide a graft material that can hold and release 
therapeutic material. 
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The combination of Lentz and Buirge fails to teach wherein the graft layers are 
attached using sutures. Lombardi teaches a covered stent having a luminal and 
abluminal covering sutured together (Column 5, proximate lines 27-30). It would have 
been an obvious matter of design choice to attach the graft members of Lentz with 
sutures as taught by Lombardi since applicant has not disclosed that suturing as 
opposed to welding serves any particular purpose or provides any advantage. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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